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Title  42 — Public  Health 

CHAPTER  I— PUBLIC  HEALTH  SER¬ 
VICE,  DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

SUBCHAPTER  D— GRANTS 

PART  54a— GRANTS  TO  STATES  FOR 
ALCOHOL  ABUSE  AND  ALCOHOL¬ 
ISM  PREVENTION,  TREATMENT, 
AND  REHABILITATION  SERVICES 

Subpart  E — Grants  for  National 
Alcohol  Research  Centers 

AGENCY:  Public  Health  Service, 
HEW. 

ACTION:  Interim  final  regulations. 

SUMMARY:  These  interim  final  regu¬ 
lations  add  new  rules  concerning 
grants  for  National  Alcohol  Research 
Centers  in  order  to  implement  section 
504  of  the  Comprehensive  Alcohol 
Abuse  and  Alcoholism  Prevention, 
Treatment,  and  Rehabilitation  Act  of 
1970  as  amended.  Section  504  autho¬ 
rizes  the  Secretary  to  designate  Na¬ 
tional  Alcohol  Research  Centers  for 
long-term  interdisciplinary  research 
on  alcoholism  and  other  alcohol  prob¬ 
lems  and  to  make  grants  to  such  Cen¬ 
ters.  The  regulations  set  forth  require¬ 
ments  for  applying  for,  receiving,  and 
administering  Alcohol  Research 
Center  grants. 

EFFECTIVE  DATE:  These  interim 
final  regulations  are  effective  April  4, 
1978.  Comments  due:  May  4,  1978.  See 
supplementary  information  below  for 
additional  information. 

ADDRESS:  Written  comments  should 
be  addressed  to:  Director,  National  In¬ 
stitute  on  Alcohol  Abuse  and  Alcohol¬ 
ism,  Alcohol,  Drug  Abuse,  and  Mental 
Health  Administration,  Parklawn 
Building,  Room  16-105,  5600  Fishers 
Lane,  Rockville,  Md.  20857.  Comments 
received  will  be  available  for  inspec¬ 
tion  at  this  address  from  8:30  a.m.  to  5 
p.m.,  Monday  through  Friday. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Dr.  Albert  Pawlowski,  Chief,  Extra¬ 
mural  Research  Branch,  Division  of 
Extramural  Research,  National  In¬ 
stitute  on  Alcohol  Abuse  and  Alco¬ 
holism,  Alcohol,  Drug  Abuse,  and 
Mental  Health  Administration, 
Parklawn  Building,  Room  16C-26, 
5600  Fishers  Lane,  Rockville,  Md. 
20857,  301-443-4223. 

SUPPLEMENTARY  INFORMATION: 
Grants  for  National  Alcohol  Research 
Centers  were  authorized  by  Pub.  L.  94- 
371,  enacted  in  July  1976.  Funds  for 
such  grants  were  first  appropriated  by 
Pub.  L.  95-26,  the  Supplemental  Ap¬ 
propriations  Act  for  1977,  enacted  in 


May  1977.  In  anticipation  of  this  ap¬ 
propriation,  the  National  Institute  on 
Alcohol  Abuse  and  Alcoholism  issued  a 
program  announcement  and  guidelines 
for  Alcohol  Research  Center  grants  in 
April  1977.  To  date,  nearly  30  applica¬ 
tions  prepared  in  accordance  with 
these  guidelines  (which  are  identical 
in  substance  with  the  attached  regula¬ 
tions)  have  been  received,  and  nine  of 
the  applicant  institutions  have  been 
designated  Alcohol  Research  Centers 
and  awarded  grants. 

These  interim  final  regulations  are 
effective  April  4,  1978.  However,  inter¬ 
ested  persons  are  invited  to  submit 
written  comments,  suggestions,  or  ob¬ 
jections  to  them  on  or  before  May  4, 
1978.  Following  the  close  of  the  com¬ 
ment  period,  the  regulations  will  be  re¬ 
vised  as  warranted  by  the  comments 
received.  It  is  intended  to  publish  the 
regulations  as  revised  within  sixty  (60) 
days  after  the  end  of  the  public  com¬ 
ment  period.  Any  such  revision  of  the 
interim  final  regulations  will  be  appli¬ 
cable  to  grants  awarded  under  the  in¬ 
terim  final  regulations  but  only  with 
respect  to  activities  conducted  under 
those  grants  on  or  after  the  date  the 
revision  becomes  effective. 

Note.— The  Department  of  Health,  Educa¬ 
tion,  and  Welfare  has  determined  that  this 
document  does  not  contain  a  major  proposal 
requiring  preparation  of  an  inflation  impact 
statement  under  Executive  Order  11821  and 
OMB  Circular  A-107. 

Dated:  September  26,  1977. 

Julius  B.  Richmond, 
Assistant  Secretary  for  Health. 

Approved:  March  20,  1978. 

Joseph  A.  Califano,  Jr., 

Secretary. 

Accordingly,  42  CFR  Part  54a  is 
amended  on  an  interim  basis  by 
adding  the  new  Subpart  E  set  forth 
below: 

Subpart  E — Grants  for  National  Alcohol 
Research  Canters 

54a. 501  Applicability. 

54a.502  Definitions. 

54a.503  Eligibility. 

54a.504  Application. 

54a.505  Program  requirements. 

54a.506  Grant  awards. 

54a.507  Payment. 

54a.508  Expenditure  of  grant  funds. 

54a.509  Nondiscrimination. 

54a.510  Confidentiality  of  patient  records. 
51a.511  Human  subjects. 

54a.512  Animal  welfare. 

54a.513  Applicability  of  45  CFR  Part  74. 
54a.514  Progress  and  fiscal  records  and  re¬ 
ports. 

54a.515  Grantee  accountability. 

54a.516  Publications  and  copyrights. 

54a.517  Additional  conditions. 

Authority:  Sec.  504,  90  Stat.  1035  (42 
U.S.C.  4588). 

§  54a.501  Applicability. 

The  regulations  in  this  subpart 
apply  to  grants  to  develop,  establish. 


and  support  centers  for  interdisciplin 
ary  research  relating  to  alcoholism 
and  other  alcohol  problems,  as  autho¬ 
rized  by  section  504  of  the  Compre¬ 
hensive  Alcohol  Abuse  and  Alcoholism 
Prevention,  Treatment,  and  Rehabili¬ 
tation  Act  (42  U.S.C.  4588). 

§  54a.502  Definitions. 

As  used  in  this  subpart: 

(a)  “Act”  means  the  Comprehensive 
Alcohol  Abuse  and  Alcoholism  Preven¬ 
tion,  Treatment,  and  Rehabilitation 
Act  as  amended  (42  U.S.C.  4541,  et 
seq.). 

(b)  “Council”  means  the  National 
Advisory  Council  on  Alcohol  Abuse 
and  Alcoholism  established  under  sec¬ 
tion  217(a)  of  the  Public  Health  Ser¬ 
vice  Act  (42  U.S.C.  218). 

(c)  “Secretary”  means  the  Secretary 
of  Health,  Education,  and  Welfare  and 
any  other  officer  or  employee  of  the 
Department  of  Health,  Education,  and 
Welfare  to  whom  the  authority  in¬ 
volved  may  be  delegated. 

(d)  “Nonprofit”  as  applied  to  a  pri¬ 
vate  entity  means  that  no  part  of  the 
net  earnings  of  such  entity  inures  or 
may  lawfully  inure  to  the  benefit  of 
any  shareholder  or  individual. 

(e)  "National  Alcohol  Research 
Center”  or  “Center”  means  an  institu¬ 
tion  engaged  in  long-term  interdisci¬ 
plinary  research  focused  on  a  central 
theme  relating  to  alcoholism  and 
other  alcohol  problems. 

(f)  “Project  period”  means  the  total 
period  of  time  for  which  support  for  a 
project  has  been  recommended  as 
specified  in  the  grant  award  docu¬ 
ment.  Such  recommendation  does  not 
commit  or  obligate  the  Federal  gov¬ 
ernment  to  any  addition,  supplemen¬ 
tal  or  continuation  support  beyond 
the  current  budget  period. 

(g)  “Budget  period”  means  the  inter¬ 
val  of  time  (usually  12  months)  into 
which  the  project  period  has  been  di¬ 
vided  for  budgetary  and  reporting  pur¬ 
poses  and  for  which  the  Government 
has  made  a  financial  commitment  to 
fund  a  particular  project. 

§  54a.503  Eligibility. 

To  be  eligible  for  a  grant  under  this 
part,  an  applicant  must  be: 

(a)  A  public  (except  Federal)  or  non¬ 
profit  private  institution  which  is  or  is 
affiliated  with  an  institution  (such  as 
a  university,  medical  center  or  re¬ 
search  center)  with  the  resources  to 
sustain  a  long-term  research  program; 
and 

(b)  Located  in  a  State,  the  District  of 
Columbia,  Puerto  Rico,  the  Virgin  Is¬ 
lands,  Guam,  American  Samoa,  or  the 
Trust  Territory  of  the  Pacific  Islands. 

§  54a.504  Application. 

(a)  Each  institution  desiring  a  grant 
under  this  subpart  shall  submit  an  ap¬ 
plication  in  such  form  and  manner 
and  on  or  before  such  dates  as  the  Sec- 
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retary  may  from  time  to  time  require.' 
Such  application  shall  be  executed  by 
an  individual  authorized  to  act  for  the 
applicant  and  to  assume  on  behalf  of 
the  applicant  the  obligations  imposed 
by  the  terms  and  conditions  of  the 
award,  including  the  regulations  of 
this  part. 

(b)  In  accordance  with  section  1-00- 
30  of  the  Department  of  Health,  Edu¬ 
cation,  and  Welfare  Grants  Adminis¬ 
tration  Manual,2  each  private  institu¬ 
tion  which  does  not  already  have  on 
file  with  the  National  Institute  on  Al¬ 
cohol  Abuse  and  Alcoholism  evidence 
of  nonprofit  status  must  submit  with 
its  application  acceptable  proof  of 
such  status. 

(c)  In  addition  to  any  other  perti¬ 
nent  information  that  the  Secretary 
may  require,  each  application  shall  set 
forth  in  detail: 

(1)  The  personnel,  facilities,  and 
other  resources  currently  available  to 
the  applicant  with  which  to  initiate 
and  maintain  the  proposed  Center 
program: 

(2)  Any  biomedical,  behavioral,  or 
social  science  research  related  to  alco¬ 
hol  problems  in  which  the  applicant  is 
currently  engaged;  the  sources  of 
funding  for  such  activities:  and  the  re¬ 
lationship  of  these  activities  to  the 
proposed  Center  program: 

(3)  The  central  theme  of  the  pro¬ 
posed  interdisciplinary  research  pro¬ 
gram; 

(4)  A  detailed  5-year  plan  for  the 
proposed  Center  program  which  iden¬ 
tifies  the  principal  areas  of  proposed 
research,  the  relationship  of  each  area 
of  proposed  research  to  the  central 
theme  of  the  proposed  Center  pro¬ 
gram,  the  disciplines  to  be  involved, 
and  plans  for  coordination  among 
them; 

(5)  A  detailed  description  of  each 
separate  research  project  for  which 
funds  are  requested; 

(6)  The  names  and  qualifications  of 
the  Center  director  and  key  staff 
members  who  would  be  responsible  for 
conducting  proposed  activities  of  the 
Center; 

(7)  The  opportunities  that  would  be 
available  for  training; 

(8)  The  organizational  structure  of 
the  proposed  Center  and  its  relation¬ 
ship  to  the  organizational  structure  of 
the  applicant; 


'Grant  applications,  instructions,  and  pro¬ 
gram  guidelines  may  be  obtained  from  the 
Director  of  the  National  Institute  on  Alco¬ 
hol  Abuse  and  Alcoholism,  5600  Fishers 
Land.  Rockville,  Md.  20857. 

JThe  Department  of  Health,  Education, 
and  Welfare  Grants  Administration  Manual 
is  available  for  public  inspection  and  copy¬ 
ing  at  the  Department’s  and  Regional  Of¬ 
fices’  information  centers  listed  in  45  CFR 
§  5.31  and  may  be  purchased  from  the  Su¬ 
perintendent  of  Documents,  U.S.  Printing 
Office,  Washington,  D.C.  20402. 


(9)  The  proposed  project  period  (not 
to  exceed  5  years);  a  detailed  budget 
and  justification  of  funds  requested 
for  core  support  as  well  as  for  each 
separate  research  project  (not  exceed¬ 
ing  $1,000,000  in  total  in  any  year); 
and  a  list  of  other  anticipated  sources 
of  support  for  all  research  activities  at 
the  applicant  institution,  both 
planned  and  ongoing,  relevant  to  alco¬ 
holism  and  other  alcohol  problems 
(both  those  to  be  incorporated  into 
the  proposed  Center  program  and 
those  outside  the  Center). 

(10)  Proposed  methods  for  monitor¬ 
ing  and  evaluating  individual  research 
activities  and  the  overall  Center  pro¬ 
gram; 

(11)  To  the  extent  not  covered  in  the 
information  submitted  under  preced¬ 
ing  subparagraphs,  the  manner  in 
which  the  requirements  in  §  54a.505 
will  be  satisfied. 

§  54a.505  Program  requirements. 

In  order  to  receive  support  under 
this  subpart,  an  applicant  must: 

(a)  Have  the  experience  or  capability 
to  conduct,  through  biomedical,  be¬ 
havioral,  social,  and  related  disci¬ 
plines,  long-term  research  on  alcohol¬ 
ism  and  other  alcohol  problems  and  to 
coordinate  such  research  among  such 
disciplines; 

(b)  Have  available  to  it  staff,  facili¬ 
ties,  and  other  resources  with  which  to 
carry  out  the  objectives  of  the  pro¬ 
posed  program; 

(c)  Have  available  to  it  sufficient  lab¬ 
oratory  facilities  and  reference  ser¬ 
vices  (including  reference  services  that 
will  afford  access  to  scientific  alcohol 
literature); 

(d)  Have  facilities  and  personnel  to 
provide  training  in  the  prevention  and 
treatment  of  alcoholism  and  other  al¬ 
cohol  problems; 

(e)  Have  the  capacity  to  train  pre- 
doctoral  and  postdoctoral  students  for 
careers  in  research  on  alcoholism  and 
other  alcohol  problems; 

(f)  Have  the  capacity  to  conduct 
courses  on  alcohol  problems  and  re¬ 
search  on  alcohol  problems  for  under¬ 
graduate  and  graduate  students  and 
for  medical  and  osteopathic  students 
and  physicians; 

(g)  Provide  assurances  that  the 
Center  will  be  an  identifiable  organiza¬ 
tional  unit  of  the  applicant  headed  by 
a  Center  director  responsible  for  the 
Center  program; 

(h)  Provide  assurances  that  any  sig¬ 
nificant  changes  in  the  Center’s  scien¬ 
tific  activities  or  other  activities  will 
be  made  only  with  the  prior  approval 
of  the  Secretary;  and 

(i)  Establish  a  Program  Advisory 
Committee,  chaired  by  the  Center  di¬ 
rector,  to  review  and  make  recommen¬ 
dations  to  the  center  director  on  the 
conduct  of  all  activities  of  the  center. 
The  Committee  shall  be  composed  of 
persons  who  are  not  associated  with 


the  Center  (apart  from  their  member¬ 
ship  on  the  Committee). 

§  54a. 506  Grant  awards. 

(a)  Within  the  limits  of  funds  avail¬ 
able,  the  Secretary,  after  taking  into 
account  the  comments  of  an  appropri¬ 
ate  peer  review  group,  may  award 
grants  to  applicants  with  proposed 
programs  which  have  been  recom¬ 
mended  for  approval  by  the  council 
and  will  in  his  judgment  best  promote 
the  purposes  of  section  504  of  the  Act, 
taking  into  consideration  among  other 
pertinent  factors: 

(1)  The  scientific  and  technical 
merit  of  the  proposed  program  and  its 
individual  components; 

(2)  The  significance  of  the  proposed 
program  to  the  goals  of  the  National 
Alcohol  Research  Centers  progam; 

(3)  The  qualifications  and  experi¬ 
ence  of  the  Center  director  and  other 
key  personnel; 

(4)  The  extent  to  which  the  various 
components  of  the  proposed  research 
program  would  be  coordinated  into  an 
interdisciplinary  effort  within  the 
Center; 

(5)  The  administrative  and  manage¬ 
rial  capability  of  the  applicant; 

(6)  The  reasonableness  of  the  pro¬ 
posed  budget  in  relation  to  the  pro¬ 
posed  program; 

(7)  The  adequacy  of  proposed  meth¬ 
ods  for  monitoring  and  evaluating  the 
overall  Center  program  and  its  compo¬ 
nents  including  proposed  mechanisms 
for  review  of  the  Center’s  program  by 
its  Program  Advisory  Committee; 

(8)  The  potential  of  the  proposed 
Center  to  become  a  significant  region¬ 
al  and  national  research  resource;  and 

(9)  The  degree  to  which  the  applica¬ 
tion  adequately  provides  for  the  re¬ 
quirements  of  §  54a.505. 

(b)  All  grant  awards  shall  be  in  writ¬ 
ing  and  shall  specify  the  project 
period  (not  to  exceed  5  years),  the 
total  recommended  amount  of  funds 
for  the  project  period,  the  approved 
budget  for  the  budget  period,  and  the 
amount  awarded  (not  in  excess  of 
$1,000,000  in  any  year)  for  the  budget 
period. 

(c)  Neither  the  approval  of  any  ap¬ 
plication  nor  any  grant  award  shall 
commit  or  obligate  the  United  States 
in  any  way  to  make  any  additional, 
supplemental,  continuation,  or  other 
award  with  respect  to  any  approved 
application  or  portion  thereof. 

(d)  The  amount  of  any  grant  award 
shall  be  determined  by  the  Secretary 
on  the  basis  of  his  estimate  of  the  sum 
necessary  to  pay  all  or  part  of  the  al¬ 
lowable  costs  for  the  budget  period 
covered  by  the  award. 

(e)  An  initial  5-year  project  period 
may  be  extended  by  the  Secretary  for 
additional  periods  not  in  excess  of  5 
years  each,  after  review  of  the  oper¬ 
ations  of  the  grantee  by  an  appropri¬ 
ate  peer  review  group  and  with  the 
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Council’s  recommendation  for  approv¬ 
al,  except  that  if  an  additional  period 
of  support  involves  only  the  expendi¬ 
ture  of  funds  previously  awarded,  peer 
review  and  consultation  with  the 
Council  are  not  required. 

§  54 a. 507  Payment. 

The  Secretary  shall  from  time  to 
time  make  payments  to  a  grantee  of 
all  or  a  portion  of  any  grant  award, 
either  in  advance  or  by  way  of  reim¬ 
bursement,  for  expenses  incurred  or  to 
be  incurred  in  accordance  with  its  ap¬ 
proved  application. 

§  54a. 508  Expenditure  of  grant  funds. 

(a)  Any  funds  granted  pursuant  to 
this  part  shall  be  expended  solely  for 
the  purpose  for  which  the  funds  were 
granted  in  accordance  with  the  ap¬ 
proved  application  and  budget,  the 
regulations  of  this  part,  the  terms  and 
conditions  of  the  award,  and  the  appli¬ 
cable  cost  principles  prescribed  by  sub¬ 
part  Q  of  45  CFR  part  74,  except  that 
no  such  funds  may  be  expended  for 
trainee  stipends,  fees,  or  other  ex¬ 
penses  directly  relating  to  training  or 
for  the  purchase  or  rental  of  any  land 
or  the  rental,  purchase,  construction, 
preservation,  or  repair  of  any  building. 
For  purposes  of  this  paragraph,  con¬ 
struction  means  the  construction  of 
new  buildings,  and  the  expansion,  re¬ 
modeling,  and  alteration  of  existing 
buildings,  including  architects’  fees, 
but  not  including  the  cost  of  acquisi¬ 
tion  of  land  or  off-site  improvements, 
and  equipping  new  buildings  and  exist¬ 
ing  buildings,  whether  or  not  expand¬ 
ed,  remodeled,  or  altered.3 

(b)  Any  unobligated  grant  funds  re¬ 
maining  in  the  grant  account  at  the 
close  of  a  budget  period  may,  with  the 
prior  approval  of  the  Secretary,  be 
carried  forward  and  remain  available 
for  obligation  during  the  remainder  of 
the  project  period  and  any  extensions 
thereof  (approved  in  accordance  with 
§54a.506(e)  of  this  part),  subject  to 
such  limitations  as  the  Secretary  may 
prescribe.  The  amount  of  any  subse¬ 
quent  award  will  take  into  consider¬ 
ation  unobligated  grant  funds  remain¬ 
ing  in  the  grant  account.  At  the  end  of 
the  final  project  period  any  unobligat¬ 
ed  grant  funds  remaining  in  the  grant 
account  must  be  refunded  to  the  Fed¬ 
eral  Government. 

§  54a. 509  Nondiscrimination. 

(a)  Attention  is  called  to  the  require¬ 
ments  of  title  VI  of  the  Civil  Rights 

’Section  504(b)  of  the  Act  provides  that 
for  the  purposes  of  that  paragraph  the  term 
“construction”  shall  have  the  meaning 
given  to  it  by  section  702(2)  of  the  Public 
Health  Service  Act  (42  U.S.C.  292a).  The 
above  definition  incorporates  the  language 
of  section  702(2)  in  effect  on  July  26.  1976, 
the  date  of  the  enactment  of  section  504  by 
Pub.  L.  94-371. 


Act  of  1964  (42  U.S.C.  2000d  et  seq.) 
which  provides  that  no  person  in  the 
United  States  shall,  on  the  grounds  of 
race,  color,  or  national  origin,  be  ex¬ 
cluded  from  participation  in,  be  denied 
the  benefits  of,  or  be  subjected  to  dis¬ 
crimination  under  any  program  or  ac¬ 
tivity  receiving  Federal  financial  assis¬ 
tance.  A  regulation  implementing  such 
title  has  been  promulgated  (45  CFR 
part  80). 

(b)  Attention  is  called  to  the  require¬ 
ments  of  section  303  of  the  Age  Dis¬ 
crimination  Act  of  1975  (42  U.S.C. 
6102).  That  section  provides  that  pur¬ 
suant  to  regulations  which  shall  be  ef¬ 
fective  no  earlier  than  January  1, 
1979,  no  person  in  the  United  States 
shall,  on  the  basis  of  age,  be  excluded 
from  participation  in.  be  denied  the 
benefits  of,  or  be  subjected  to  discrimi¬ 
nation  under  any  program  or  activity 
receiving  Federal  financial  assistance, 
except  as  provided  by  sections  304(b) 
and  304(c)  of  the  Age  Discrimination 
Act  of  1975  (42  U.S.C.  6103  (b)  and 

(c)). 

(c)  Attention  is  called  to  the  require¬ 
ments  of  title  IX  of  the  Education 
Amendments  of  1972  and  in  particular 
to  section  901  of  such  Act  (20  U.S.C. 
1681)  which  provides  that  no  person  in 
the  United  States  shall,  on  the  basis  of 
sex,  be  excluded  from  participation  in, 
be  denied  the  benefits  of,  or  be  sub¬ 
jected  to  discrimination  under  any 
education  program  or  activity  receiv¬ 
ing  Federal  financial  assistance.  A  reg¬ 
ulation  implementing  such  section  has 
been  promulgated  (45  CFR  part  86). 

(d)  Attention  is  called  to  the  require¬ 
ments  of  section  504  of  the  Rehabilita¬ 
tion  Act  of  1973,  as  amended  (29 
U.S.C.  794),  which  provides  that  no 
otherwise  qualified  handicapped  indi¬ 
vidual  in  the  United  States  shall, 
solely  by  reason  of  his  handicap,  be 
excluded  from  participation  in,  be 
denied  the  benefits  of,  or  be  subject  to 
discrimination  under  any  program  or 
activity  receiving  Federal  financial  as¬ 
sistance.  A  regulation  implementing 
such  section  has  been  promulgated  (45 
CFR  part  84). 

(e)  Attention  is  called  to  the  require¬ 
ments  of  section  321  of  the  Act  (42 
U.S.C.  4581)  which  provide  that  alco¬ 
hol  abusers  and  alcoholics  who  are 
suffering  from  medical  conditions 
shall  not  be  discriminated  against  in 
admission  or  treatment,  solely  because 
of  their  alcohol  abuse  or  alcoholism, 
by  any  private  or  public  general  hospi¬ 
tal  or  outpatient  facility  (as  defined  in 
section  1633(6)  of  the  Public  Health 
Service  Act,  42  U.S.C.  300s-3(6))  which 
receives  support  in  any  form  from  any 
program  supported  in  whole  or  in  part 
by  funds  appropriated  to  any  Federal 
department  or  agency.  A  regulation 
implementing  such  section  has  been 
promulgated  (45  CFR  §84.53). 


§  54a. 510  Confidentiality  of  patient  re¬ 
cords. 

Attention  is  called  to  section  333  of 
the  Act  (42  U.S.C.  4582)  which  pro¬ 
vides  that  records  of  the  identity,  diag¬ 
nosis,  prognosis,  or  treatment  of  any 
patient  which  are  maintained  in  con¬ 
nection  with  the  performance  of  any 
program  or  activity  relating  to  alco¬ 
holism  or  alcohol  abuse  education, 
training,  treatment,  rehabilitation,  or 
research,  which  is  conducted,  regulat¬ 
ed.  or  directly  or  indirectly  assisted  by 
any  department  or  agency  of  the 
United  States,  shall  be  confidential 
and  may  be  disclosed  only  for  the  pur¬ 
poses  and  under  the  circumstances  ex¬ 
pressly  authorized  under  section  333 
of  the  Act.  Violations  of  section  333 
are  subject  to  a  fine  of  not  more  than 
$500  in  the  case  of  a  first  offense  and 
not  more  than  $5,000  in  the  case  of 
each  subsequent  offense.  A  regulation 
implementing  such  section  has  been 
promulgated  (42  CFR  part  2). 

§  54a. 5 II  Human  subjects. 

Attention  is  called  to  the  require¬ 
ments  of  45  CFR  part  46  pertaining  to 
the  protection  of  human  subjects. 

§54a.512  Animal  welfare. 

Attention  is  called  to  the  require¬ 
ments  of  chapter  1-43  of  the  Depart¬ 
ment  of  Health,  Education,  and  Wel¬ 
fare  Grants  Administration  Manual 
pertaining  to  animal  welfare. 

§  54a.513  Applicability  of  45  CFR  part  74. 

The  provisions  of  45  CFR  part  74.  es¬ 
tablishing  uniform  administrative  re¬ 
quirements  and  cost  principles,  shall 
apply  to  all  grants  under  this  subpart 
to  State  and  local  governments  as 
those  terms  are  defined  in  subpart  A 
of  part  74.  The  relevant  provisions  of 
the  following  subparts  of  part  74  shall 
also  apply  to  grants  to  all  other  gran¬ 
tee  organizations  under  this  subpart: 


Subpt .:  45  CFR  pt.  74 

A .  General. 

B .  Cash  depositories. 

C .  Bonding  and  insurance. 

D .  Retention  and  custodial 

requirements  for  records. 

P......... .  Grant-related  income. 

G .  Matching  and  cost  sharing. 

K .  Grant  payment  requirements. 

L .  Budget  revision  procedures. 

M .  Grant  closeout,  suspension. 

and  termination. 

O .  Property. 

Q .  Cost  principles. 


§54a.514  Progress  and  fiscal  records  and 
reports. 

Each  grant  award  shall  require  that 
the  grantee  maintain  such  progress 
and  fiscal  records  and  file  with  the 
Secretary  such  progress  and  fiscal  re¬ 
ports  relating  to  the  conduct  and  re¬ 
sults  of  the  approved  grant  and  the 
use  of  grant  funds  as  the  Secretary 
may  find  necessary  to  carry  out  the 
purposes  of  section  504  of  the  Act  and 
the  regulations. 
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§  54a.515  Grantee  accountability. 

(a)  Accounting  for  grant  payments. 
All  payments  made  by  the  Secretary 
shall  be  recorded  by  the  grantee  in  ac¬ 
counting  records  which  identify  ade¬ 
quately  the  source  and  application  of 
funds  for  grant  supported  activities. 
These  records  shall  contain  informa¬ 
tion  pertaining  to  grant  awards  and 
authorizations,  obligations,  unobligat¬ 
ed  balances,  assets,  liabilities,  outlays, 
and  income.  With  respect  to  each  ap¬ 
proved  project  the  grantee  shall  ac¬ 
count  for  the  sum  total  of  all  amounts 
paid  by  presenting  or  otherwise 
making  available  evidence  satisfactory 
to  the  Secretary  of  expenditures  for 
costs  meeting  the  requirements  of  this 
subpart.  However,  when  the  amount 
awarded  for  indirect  costs  is  based  on 
a  predetermined  fixed  percentage  of 
estimated  direct  costs,  the  amount  al¬ 
lowed  for  indirect  costs  shall  be  com¬ 
puted  on  the  basis  of  such  predeter¬ 
mined  fixed-percentage  rates  applied 
to  the  total,  or  a  selected  element 
thereof,  of  the  reimbursable  direct 
costs  incurred. 

(b)  Accounting  for  royalties.  Royal¬ 
ties  received  by  grantees  from  copy¬ 
rights  on  publications  or  other  works 
developed  under  the  grant  or  from 
patents  or  inventions  conceived  or 
first  actually  reduced  to  practice  in 
the  course  of  or  under  the  grant  shall 
be  accounted  for  as  follows: 

(1)  Royalties  received  during  the 
period  of  grant  support  as  a  result  of 


copyrights  or  patents  shall  be  retained 
by  the  grantee  and.  in  accordance  with 
the  terms  and  conditions  of  the  grant, 
be  disposed  of  under  either  or  a  combi¬ 
nation  of  the  following  options: 

(1)  Used  by  the  grantee  for  any  pur¬ 
poses  that  further  the  objectives  of 
the  legislation  under  which  the  grant 
was  made. 

(ii)  Deducted  from  the  total  project 
costs  for  the  purpose  of  determining 
the  net  costs  on  which  the  Federal 
share  of  costs  will  be  based. 

(2)  Royalties  received  after  the  com¬ 
pletion  or  termination  of  grant  sup¬ 
port  shall  be  disposed  of  as  follows: 

(i)  Patent  royalties  shall  be  governed 
by  agreements  between  the  Assistant 
Secretary  for  Health.  Department  of 
Health,  Education,  and  Welfare,  and 
the  grantee  pursuant  to  the  Depart¬ 
ment’s  patent  regulations  (45  CFR 
parts  6  and  8). 

(ii)  Copyright  royalties  may  be  re¬ 
tained  by  the  grantee,  unless  the 
terms  and  conditions  of  the  grant  or  a 
specific  agreement  negotiated  between 
the  Secretary  and  the  grantee  provide 
otherwise  except  State  or  local  govern¬ 
ment  grantees  which  receive  royalties 
in  excess  of  $200  a  year  shall  return 
the  Federal  share  of  the  excess 
amount  (computed  by  applying  the 
percentage  of  Federal  participation  in 
the  cost  of  the  grant  supported  project 
to  the  excess  amount)  to  the  Federal 
Government,  unless  a  specific  agree¬ 
ment  provides  otherwise. 


§  54a.  51 6  Publications  and  copyrights. 

(a)  Copyright.  Except  as  may  other¬ 
wise  be  provided  under  the  terms  and 
conditions  of  the  award,  the  grantee  is 
free  to  copyright  any  book  or  other 
copy-rightable  materials  developed 
under  the  grant  subject  to  a  royalty- 
free,  nonexclusive,  and  irrevocable  li¬ 
cense  of  the  Department  of  Health, 
Education,  and  Welfare  to  reproduce, 
publish,  alter,  or  otherwise  use,  and  to 
authorize  others  to  use  the  work  for 
Government  purposes.  In  any  case  in 
which  a  copyright  has  been  obtained, 
the  Secretary  shall  be  so  notified. 

(b)  Publications.  Any  reports, 
papers,  statistics,  or  other  materials 
developed  from  work  supported  in 
whole  or  in  part  by  an  award  made 
under  this  subpart  shall  be  submitted 
to  the  Secretary.  The  Secretary  may 
make  such  materials  available  and  dis¬ 
seminate  the  material  on  as  broad  a 
basis  as  practicable,  and  in  such  form 
as  to  make  such  materials  understan¬ 
dable. 

§54a.517  Additional  conditions. 

The  Secretary  may  with  respect  to 
any  grant  award  impose  additional 
conditions  prior  to  or  at  the  time  of 
any  award  when  in  his  judgment  such 
conditions  are  necessary  to  assure  or 
protect  advancement  of  the  approved 
program,  the  interest  of  public  health 
or  the  conservation  of  grant  funds. 
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